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DETAILED ACTION 

Receipt is acknowledged of applicants' amendment, remarks, and RCE, all filed 
on 17 August 2009. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicants' submission filed on 17 
August 2009 has been entered. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 27-31, 33, 34, 43-46, 48, and 49 remain rejected under 35 U.S.C. 103(a) 
as being unpatentable over U.S. Patent No. 5,133,090 ("Modak") in view of U.S. 
Application No. 2002/0152538 ("McDevitt"), further in view of U.S. Patent No. 5,322,161 
("Shichman"), further in view of U.S. Patent No. 5,357,636 ("Dresdner"). 
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Independent claim 27 recites a packaged antimicrobial elastomeric article 
comprising: an elastomeric article that is essentially free of powder and/or starch, and is 
coated on an outside surface with at least one antimicrobial agent; and a package 
enclosing said elastomeric article and comprising a desiccant for reducing the relative 
humidity in the vicinity of the elastomeric article to less than the ambient relative 
humidity; wherein the antimicrobial activity of the elastomeric article is extended 
compared to an unpackaged elastomeric article, and wherein the packaged elastomeric 
article is capable of being stored and/or transported for a period of time without 
significant loss of antimicrobial activity. 

Independent claim 43 recites a packaged antimicrobial elastomeric article 
comprising: an elastomeric article that is essentially free of powder and/or starch, and is 
coated on an outside surface with a water-soluble antimicrobial agent; and a package 
system comprising a moisture-resistant barrier and a desiccant, said package system 
enclosing the elastomeric article; wherein the antimicrobial activity of the elastomeric 
article is extended compared to an unpackaged elastomeric article; and wherein the 
moisture-resistant barrier and desiccant of the package system reduce relative humidity 
and maintain the reduced relative humidity in the vicinity of the elastomeric article. 

Modak teaches an elstomeric body (reading on claims 27 and 43) with a coating 
comprising an antiinfective agent (reading on claims 27 and 43) comprising 
chlorhexidine or pharmaceutically acceptable salts of chlorhexidine (reading on claims 
27 and 45) and a lubricating agent (see col. 2, lines 9-20). Examples 3 and 4 provide a 
coating free of starch (reading on claims 27 and 43). 
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The coating may further comprise a quaternary ammonium halide (see col. 4, 
lines 12-13) such as benzalkonium chloride (reading on claims 27, 29, 34, 45, and 49) 
(see col. 2, line 61). 

The coating may further comprise biomedically acceptable polymers, such as 
polyurethanes and silicones (see col. 2, lines 65-66). Modak explains that polymers are 
used, "to minimize the possibility of lubricating agent being released from the glove 
surface and to provide lubricity due to the nature of the polymeric component." (See col. 
3, lines 1-4). 

The disclosed glove provides, "an effective antiviral amount of antiinfective agent 
such that an effective antiviral amount of the antiinfective agent is released within ten 
minutes of being exposed to a fluid... Preferably, the inner coating will provide 
substantially instantaneous release of the antiinfective agent..." (See col. 3, lines 9-16). 

The Modak reference differs from the instant application in that it does not 
provide a coating on an outside surface of an elastomeric article, as required by 
amended claims 27 and 43; however the coating of an antimicrobial composition on the 
outside surface of an elastomeric article is known in the prior art (see Dresdner, 
Example 1). Sterile packaging of the elastomeric gloves was also known in the prior art 
(see Dresdner, col. 1, line 66). Dresdner further teaches use of chlorhexidine gluconate 
(see col. 27, line 41) and benzalkonium chloride (see col. 28, line 58) as antiseptic 
agents. 

The Modak reference differs from the instant application in that it does not teach 
a process of extending antimicrobial activity. 
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McDevitt teaches an elastomeric glove (see paragraph 0054). The disclosed 
glove is comprised of: 

• the antimicrobial agent of instant claims 27 and 43 [see paragraph 0030); 

• the packaging of instant claims 27 and 43 {see paragraph 01 89); and 

• the moisture-resistant barrier container (e.g. film foil laminate) of instant 
claims 33 and 48 (see paragraph 0189). 

Neither Modak nor McDevitt teach a desiccant, however use of desiccants in 
metal foil packaging was known in the art at the time the instant application was filed as 
evinced by Shichman (see col. 2, lines 49-51). 

The reduced humidity and extended antimicrobial activity of instant claims 27 and 
43 are an inherent property of foil packaging containing desiccant. 

McDevitt explains that packaging the gloves is beneficial, "...in order to preserve 
any additives applied to the finger glove or otherwise to maintain the finger glove in a 
sterile environment." See paragraph 0189. 

The references are silent with respect to the time recited in instant claim 30 and 
the antimicrobial activity recited in instant claims 31 and 46. The prior art, as instantly 
claimed, discloses antimicrobial elastomeric articles packaged in foil containing 
desiccant (see above). Properties are the same when the structure and composition 
are the same. Thus, burden shifts to applicant to show unexpected results, by 
declaration or otherwise. In re Fitzgerald, 205 USPQ 594. In the alternative, the 
claimed properties would have been present once the composition was employed in its 
intended use. In re Best, 195 USPQ 433. 
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It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose antimicrobial elastomeric articles packaged in foil 
containing desiccant, as taught by Modak in view of McDevitt, further in view of 
Shichman. One of ordinary skill in the art at the time the invention was made would 
have been motivated to use such a process because it leads to preservation of 
additives (such as antimicrobial agent), as explained by McDevitt. 

Response to Arguments 

Applicants' arguments filed 17 August 2009 have been fully considered but they 
are not persuasive. 

1 . Applicants argue that Modak does not disclose an elastomeric article that is 
essentially free of powder and/or starch. See remarks, page 1 1 . 

Examiner respectfully submits that applicants use of the phrase "essentially free 
of powder and/or starch" in claims 27 and 43 means that the article is essentially free of 
powder and starch combined, powder alone, or starch alone. Thus, the claim explicitly 
provides three different combinations; if either of the three is disclosed in the prior art, 
the claims is properly rejected. Applicants suggest that the Office Action is intentionally 
misinterpreting the claim (see remarks, page 12, line 2), however the use of "and/or" in 
the claim can only mean that the claim is reciting the three combinations described 
above. In this case, Modak explicitly teaches at least one of the three combinations; 
Examples 3 and 4 of Modak provide a coating with no starch. As such, this teaching 
reads on instant claims 27 and 43, as currently presented. 
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2. Applicants argue that Modak specifically teaches that the lubricating agent is 
preferably a modified corn starch. See remarks, page 12. 

The applicants' arguments are based on what the examiner believes to be a 
narrow interpretation of the prior art. A reference may be relied upon for all that it would 
have reasonably suggested to one having ordinary skill the art, including non-preferred 
embodiments. Merck & Co. v. Biocraft Laboratories, 874 F.2d 804, 10 USPQ2d 1843 
(Fed. Cir.), cert, denied, 493 U.S. 975 (1989). Modak explicitly provides embodiments 
of coating compositions that do not contain a modified corn starch (see Examples 3 and 
4). 

3. Applicants argue that the purpose of the Modak glove is to protect health care 
workers from exposure to pathogens while the purpose of the instantly claimed glove is 
to reduce cross-contamination. See remarks, page 12. 

The difference in objectives does not defeat the case for obviousness because, 
as MPEP § 2144 states, the "reason or motivation to modify the reference may often 
suggest what the inventor has done, but for a different purpose or to solve a different 
problem. It is not necessary that the prior art suggest the combination to achieve the 
same advantage or result discovered by applicant. In re Linter, 458 F.2d 1013, 173 
USPQ 560 (CCPA 1972) In re Dillon, 919 F.2d 688, 16 USPQ2d 1897 (Fed. Cir. 
1990), cert, denied, 500 U.S. 904 (1991) ... ." 

4. Applicants argue that applicants do not use powdered elastomeric articles 
because powder does not permit substantially instantaneous release and also because 
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a powder-based antimicrobial coating would not be suitable for an outer coating. See 
remarks, page 14. 

As explained above, the instant claims, as currently presented, do not preclude 
use of a powder, since claims 27 and 43 use the alternative "or" language, meaning the 
article may be essentially free of powder or starch. Additionally, in one embodiment, 
Modak adds polymers such as polyurethanes and silicones to the composition, which 
Modak explains, minimizes the possibility of lubricating agent being release from the 
glove surface (see col. 3, liens 1-4). Examiner respectfully submits that such a 
composition is not consistent with a powder. 

5. Applicants argue that the two primary references (i.e. Modak and McDevitt) do 
not disclose a feature of the presently-claimed invention that is entitled to weight (i.e. an 
elastomeric article that is essentially free of powder and/or starch). See remarks, page 
16, 

As explained above, Modak reads on the instant application as currently claimed. 
Modak at least teaches an article free of starch, directly reading on claims 27 and 43. 
Further, in one embodiment, Modak teaches the use of polymers in the composition in 
order to minimize the release of lubricating agent from the glove surface, a feature is 
completely inconsistent with a powder formulation. 

★ 
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Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HASAN S. AHMED whose telephone number is 
(571)272-4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on (571)272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/H. S. A./ /MP WOODWARD/ 

Examiner, Art Unit 1615 Supervisory Patent Examiner, Art Unit 1615 



